REMARKS/ARGUMENTS 

The rejections presented in the Office Action dated January 26, 2010 (hereinafter 
Office Action) have been considered. After entry of the amendments above, claims 1-26 
will be pending in the application. Reconsideration of the pending claims and allowance of 
the application in view of the present response is respectfully requested. 

In this response, the specification is being amended for convenience to replace 
citations to U.S. patent application numbers with U.S. patent application publications or 
U.S. patents. Claims 6 and 21 are being amended so as to rewrite them in independent 
form. No new matter has been added. Withdrawn claims 67-74 are being canceled without 
prejudice. 

The Office Action objected to claims 6 and 21-23 as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form. Applicant 
acknowledges with appreciation this indication of allowability. In response, claims 6 and 
21 are being rewritten in independent form so as to substantially incorporate all the 
limitations of their respective base claims. Withdrawal of the objection is respectfully 
requested. 

The Office Action rejected claims 1-5, 7, 8, 12, and 14-17 under 35 U.S.C. § 103(a) 
as being unpatentable over U.S. Patent 4,3 17,458 (Yokoyama). With regard to independent 
claim 1 the Office Action asserted, among other things, that: 

the cardiac system of Yokoyama gains access to the myocardium by advancing a 

lead introducer system through the pericardium and epicardium; 
the needle 1 and sheath 3 of Yokoyama are considered by the Examiner to be part of 

a lead introducer system; 
Yokoyama discloses the device [sic: method] substantially as claimed except for the 

introducer system piercing the myocardium; and 
it would have been obvious to use the sheath to pierce the myocardium with the 

tapered edges in order to provide the predictable results of engaging or 

anchoring the sheath into the myocardium to facilitate the direction of the 

electrode lead into the myocardium. 
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Applicant respectfully disagrees on several grounds. 

First, Applicant respectfully submits that the Examiner has inadvertently 
mischaracterized Yokoyama. The Examiner asserts that the claim 1 feature of advancing a 
lead introducing system through the pericardium and epicardium is taught by Yokoyama, 
citing FIGS. 5, 6, and 8, and needle 1 and sheath 3. Applicant respectfully submits that this 
assertion is incorrect. For convenience, Yokoyama's FIG. 5 is copied below: 

-10 




In connection with this figure, label "a" refers to a chest wall, and label "b" refers to 
the heart. The heart is depicted in sufficient detail to show some of its individual layers. 
Note that neither the needle 1 nor the sheath 3 is shown as advancing through any of the 
depicted layers of the heart. This is consistent with the other figures, and with the 
description, of Yokoyama. These teachings of Yokoyama thus provide no description of 
advancing a lead introducing system through (at least) the epicardium of the heart. This is 
contrary to the assertion in the Office Action. 

A prima facie case of obviousness under 35 U.S.C. § 103 begins with an analysis of 
the scope and content of the prior art. As demonstrated above, the Office Action's rejection 
of claim 1 under § 103 is premised upon a mistaken understanding of the scope and content 
of Yokoyama. Therefore, the obviousness rejection of claim 1, and of its dependent claims 
2-5, 7, 8, 12, and 14-17, cannot be sustained and should be withdrawn. 
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Second, besides the inadvertent mischaracterization of Yokoyama, Applicant 
respectfully submits that the rejection of claim 1 is flawed by suggesting it would have been 
obvious "to use the sheath to pierce the myocardium with the tapered edges". Yokoyama 
states in several places that the sheath 3 is made of "soft plastic" material. See e.g. column 
2, lines 1-5, and column 3, lines 4-11. Such soft plastic material, even if shaped to form a 
taper, would not have been considered suitable by persons skilled in the art to pierce the 
myocardium of the heart. For this additional reason, the obviousness rejection of claim 1, 
and of its dependent claims 2-5, 7, 8, 12, and 14-17, cannot be sustained and should be 
withdrawn. 

Third, Applicant respectfully submits that the rejection overlooks the claim 1 
recitation that the distal portion of the lead advances into the myocardium "one or both of 
over and within the one or more myocardium penetrating components of the lead 
introducing system." By failing to address this claim feature, the rejection cannot establish 
a prima facie case of unpatentability under § 103. For this additional reason, the 
obviousness rejection of claim 1, and of its dependent claims 2-5, 7, 8, 12, and 14-17, 
cannot be sustained and should be withdrawn. 

The Office Action rejected claims 9-11,13, 18-20, and 24-26 under 35 U.S. C. 
§ 103(a) as being unpatentable over Yokoyama. Applicant notes that each of these claims 
depends directly or indirectly from claim 1, incorporating all of its limitations, and recites at 
least one additional feature to further distinguish over Yokoyama. The deficiencies of the 
rejection of claim 1 discussed above apply equally to the rejection of these claims. At least 
for this reason, the obviousness rejection of claims 9-11, 13, 18-20, and 24-26 cannot be 
sustained and should be withdrawn. 

To the extent the Applicant has not responded to any characterization by the 
Examiner of the asserted art or of Applicant's claimed subject matter, or to any application 
by the Examiner of the asserted art to any claimed subject matter, Applicant wishes to make 
clear for the record that any such lack of response should not be interpreted as an 
acquiescence to such characterizations or applications. A detailed discussion of each of the 
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Examiner's characterizations, or any other assertions or statements beyond that provided 
above is unnecessary. Applicant reserves the right to address in detail any such assertions 
or statements in future prosecution. 

Authorization is given to charge Deposit Account No. 50-3581 (GUID.077PA) any 
necessary fees for this filing. If the Examiner believes it necessary or helpful, the Examiner 
is invited to contact the undersigned attorney to discuss any issues related to this case. 



Respectfully submitted, 

HOLLINGSWORTH & FUNK, LLC 

8500 Normandale Lake Blvd., Suite 320 
Minneapolis, MN 55437 
952.854.2700 



Date: April 26, 2010 By: /Stephen C. Jensen/ 

Stephen C. Jensen 
Reg. No. 35,207 
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